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PA . cNT COOPERATION TREA1 

From the INTERNATIONAL BUREAU 



PCT 

NOTIFICATION OF ELECTION 

(PCT Rule 61 .2) 



To: 



Commissioner 

US Department of Commerce 
United States Patent and Trademark 
Office, PCT 

2011 South Clark Place Room 
CP2/5C24 

Arlington, VA 22202 



Date of mailing (day/month/year) 
16 January 2001 (16.01.01) 


ETATS-UNIS D'AMERIQUE 

in its capacity as elected Office 




International application No. 
PCT/JPOO/03770 


Applicant's or agent's file reference 

PCT114 | 


International filing date (day/month/year) 
09 June 2000 (09.06.00) 


Priority date (day/month/year) j 
09 June 1999 (09.06.99) 


Applicant 

KUDO, Yumio et al 



1. The designated Office is hereby notified of its election made: 

| X| in the demand filed with the International Preliminary Examining Authority on: 

18 December 2000 (18.12.00) 



j^j in a notice effecting later election filed with the International Bureau on: 



2. The election [ X| was 

f | was not 

made before the expiration of 19 months from the priority date or, where Rule 32 applies, within the time limit under 
Rule 32.2(b). 



The International Bureau of WIPO 


Authorized officer 






34, chemin des Colombettes 


Kiwa Mpay 




1211 Geneva 20, Switzerland 




Facsimile No.: (41-22) 740.14.35 


Telephone No.: (41-22) 338.83.38 




Form PCT/IB/331 (July 1992) 




JP0003770 
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From the INTERNATIONAL BUREAU 



RECEIVED^ pCT 

NOTIFICATION CONCERNING 
SUBMISSION OR TRANSMITTAL 
OF PRIORITY DOCUMENT 

(ru I Administrative instructions, oection *f i i ; 


To: 

WATANABE, Mochitoshi 

Hayakawa-Tonakai Building 3F 

12-5, Iwamoto-cho 2-chome 

Chiyoda-ku 

Tokyo 101-0032 

JAPON 


r^ato nf mailinn lf\ a v//mn nth/v Pfl 
LJdlc Ul liidiMiiy ^uoy/uiuiiui/ycai / 

27 September 2000 (27.09.00) 


Applicant s or ageni s me reierence 
PCT114 


IMPORTANT NOTIFICATION 


International application No. 
PCT/J POO/03770 


International filing date (day/month/year) 
09 June 2000 (09.06.00) 


International publication date (day/month/year) 

Not yet published 


Priority date (day/month/year) 
09 June 1999 (09.06.99) 


Applicant | 
MOCHIDA PHARMACEUTICAL CO., LTD. et al 





1 . The applicant is hereby notified of the date of receipt (except where the letters "NR" appear in the right-hand column) by the 
International Bureau of the priority document(s) relating to the earlier application(s) indicated below. Unless otherwise 
indicated by an asterisk appearing next iO a date of receipt, or by the letters : 'NR" ( in the right-hand column, Lhe piioiily 
document concerned was submitted or transmitted to the International Bureau in compliance with Rule 1 7.1 (a) or (b). 

2. This updates and replaces any previously issued notification concerning submission or transmittal of priority documents. 

3. An asterisk(*) appearing next to a date of receipt, in the right-hand column, denotes a priority document submitted 
or transmitted to the International Bureau but not in compliance with Rule 17.1(a) or (b). In such a case, the attention 
of the applicant is directed to Rule 17.1(c) which provides that no designated Office may disregard the priority claim 
concerned before giving the applicant an opportunity, upon entry into the national phase, to furnish the priority document 
within a time limit which is reasonable under the circumstances. 

4. The letters "NR" appearing in the right-hand column denote a priority document which was not received by the International 
Bureau or which the applicant did not request the receiving Office to prepare and transmit to the International Bureau, 

as provided by Rule 17.1 (a) or (b), respectively. In such a case, the attention of the applicant is directed to Rule 17.1(c) which 
provides that no designated Office may disregard the priority claim concerned before giving the applicant an opportunity, 
upon entry into the national phase, to furnish the priority document within a time limit which is reasonable under the 
circumstances. 



Priority date Priority application No. 

09 June 1999 (09.06.99) 11/199409 



Country or regional Office 
or PCT re ceiving Office 

JP 



Date of receipt 
of priority document 

27 July 2000 (27.07.00) 





Authorized officer / 


The International Bureau of WIPO 




34, chemin des Colombettes 


Somsak Thiphrakesone /( 


1211 Geneva 20, Switzerland 


Facsimile No. (41-22) 740.14.35 


Telephone No. (41-22) 338.83.38 / 


Form PCT/IB/304 (July 1998) 


003547599 



# 



WO 00/74720 
PCT/JPOO/03770 



NT COOPERATION TREAT 

From the INTERNATIONAL BUREAU 



PCT 



NOTICE INFORMING THE APPLICANT OF THE 
COMMUNICATION OF THE INTERNATIONAL 
APPLICATION TO THE DESIGNATED OFFICES 

(PCT Rule 47.1(c), first sentence) 



Date of mailing (day/month/year) 

14 December 2000 (14.12.00) 



To: 




WATANABE, Mochitoshi 


Hayakawa-tonakai Building 3F 


12-5, Iwamoto-cho 2-chome 


Chiyoda-ku 




Tokyo 101-0C 
JAPON 
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Applicant's or agent's file reference 
PCT114 


IMPORTANT NOTICE 


International application No. 
PCT/JPOO/03770 


International filing date (day/month/year) 
09 June 2000 (09.06.00) 


Priority date (day/month/year) 
09 June 1999 (09.06.99) 


Applicant 

MOCHIDA PHARMACEUTICAL CO., LTD. et al 



1. Notice is hereby given that the International Bureau has communicated, as provided in Article 20, the international application 
to the following designated Offices on the date indicated above as the date of mailing of this Notice: 

AU,KP,KR,US 

In accordance with Rule 47.1 (c), third sentence, those Offices will accept the present Notice as conclusive evidence that 
the communication of the international application has duly taken place on the date of mailing indicated above and no copy 
of the international application is required to be furnished by the applicant to the designated Office(s). 

2. The following designated Offices have waived the requirement for such a communication at this time: 

AE,AL,AM,AP,AT t AZ,BA,BB,BG,BH e BY,CA,CH,CN f Cn,CU,CZ,DE,DK f D^,EA,EE,EP,ES,F\,GB,GD^ 
GE,GH/3M,HR,HUJDJLJNJSJP,KE,KG,KZ,LC,L^ 

NO,NZ,OA i PL,PT,RO,RU,SD f SE # SG,SI,SK,^ . t . 

The communication will be made to those Offices only upon their request. Furthermore, those Offices do not require the 
applicant to furnish a copy of the international application (Rule 49.1 (a-bis)). 

3. Enclosed with this Notice is a copy of the international application as published by the International Bureau on 
14 December 2000 (14.12.00) under No. WO 00/74720 

REMINDER REGARDING CHAPTER II (Article 31(2)(a) and Rule 54.2) 

If the applicant wishes to postpone entry into the national phase until 30 months (or later in some Offices) from the priority 
date, a demand for international preliminary examination must be filed with the competent International Preliminary 
Examining Authority before the expiration of 19 months from the priority date. 

It is the applicant's sole responsibility to monitor the 1 9-month time limit. 

Note that only an applicant who is a national or resident of a PCT Contracting State which is bound by Chapter II has the 
right to file a demand for international preliminary examination. 

REMINDER REGARDING ENTRY INTO THE NATIONAL PHASE (Article 22 or 39(1)) 

If the applicant wishes to proceed with the international application in the national phase, he must, within 20 months 
or 30 months, or later in some Offices, perform the acts referred to therein before each designated or elected Office. 

For further important information on the time limits and acts to be performed for entering the national phase, see the 
Annex to Form PCT/IB/301 (Notification of Receipt of Record Copy) and Volume II of the PCT Applicant's Guide. 



The International Bureau of WIPO 
34, chemin des Colombettes 
1211 Geneva 20, Switzerland 



Facsimile No. (41-22) 740.14.35 



Authorized officer 

J. Zahra 

Telephone No. (41-22) 338.83.38 



Form PCT/IB/308 (July 1996) 
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PCT 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

(PCT Article 36 and Rule 70) 



Applicant's or agent's file reference 
PCT114 


PnD i?T iDTurD APTinv SeeNotificationofTransmittaloflnternational Preliminary 
H tK AC 1 IOfN Examination Report (Form PCT/IPEA/4 1 6) 


International application No. 

PCT/JP00/03770 


International filing date (day/month/year) 
09 June 2000 (09.06.00) 


Priority date {day/month/year) 

09 June 1999 (09.06.99) 



International Patent Classification (IPC) or national classification and IPC 
A61K 47/20, 47/36, 47/32, 47/38, 9/56 



Applicant 

MOCHIDA PHARMACEUTICAL CO., LTD. 

1. This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 3 sheets, including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see 
Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 

3. This report contains indications relating to the following items: 



I 




Basis of the report 


II 


□ 


Priority 


III 


□ 


Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 


IV 


□ 


Lack of unity of invention 


V 




Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 


VI 


□ 


Certain documents cited 


VII 


□ 


Certain defects in the international application 


VIII 


□ 


Certain observations on the international application 



Date of submission of the demand 

18 December 2000(18.12.00) 


Date of completion of this report 

31 January 2001 (31.01.2001) 


Name and mailing address of the IPEA/JP 
Facsimile No. 


Authorized officer 
Telephone No. 



Form PCT/IPEA/409 (cover sheet) (July 1998) 




INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/JP00/03770 



I. Basis of the report 



With regard to the elements of the international application:* 
the international application as originally filed 

the description: 

pages 

pages 

pages 



□ 



, as originally filed 
, filed with the demand 



, filed with the letter of 



□ 



the claims: 

pages 

pages 

pages 

pages 



, as originally filed 

as amended (together with any statement under Article 1 9 

, filed with the demand 



_ , filed with the letter of 



□ 



the drawings: 

pages 

pages 

pages 



, as originally filed 
, filed with the demand 



filed with the letter of 



| | the sequence listing part of the description: 

pages 

pages 

pages 



, as originally filed 



_, filed with the demand 



_ , filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

□ 

the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

□ 

the language of publication of the international application (under Rule 48.3(b)). 

the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

contained in the international application in written form. 

filed together with the international application in computer readable form. 

furnished subsequently to this Authority in written form. 

furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 



4. 



□ 
□ 
□ 
□ 
□ 

□ 
□ 



The amendments have resulted in the cancellation of: 

□ 

the description, pages 

the claims, Nos. 

1 I the drawings, sheets/fig 



^ I I This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
I — I b e y 0nc | tne disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70.16 
and 70. J 7). 

** Any replacement sheet containing such amendments must be referred to under item I and annexed to this report. 



Form PCT/1PEA/409 (Box I) (July 1998) 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



Interrafflonal application No. 

PCT/JP00/03770 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 



citations and explanations supporting such statement 

1 . Statement 

Novelty (N) Claims 1-14 YES 

Claims NO 

Inventive step (IS) Claims 1-14 YES 

Claims NO 

Industrial applicability (IA) Claims 1-14 YES 

Claims NO 



2. Citations and explanations 
Documents: 

1. WO, 96/10994, Al (Danbiosyst UK Ltd.) 18 April 1996 (18.04.96) 

2. WO, 95/35100, Al (Danbiosyst UK Ltd.) 28 December 1995 (28.12.95) 

3. EP, 284039, A2 (Chugai Seiyaku K. K.) 28 September 1988 (28.09.88) 

Commentary: 

1. Novelty 

This examination finds that the inventions set forth in Claims 1-14 appear to be novel. 

This examination finds that the technical features of the inventions set forth in Claims 1-14 are that in the 
preparation of a composition that disintegrates in the lower digestive tract, (1) a mixture is made of a compound with 
a molecular weight that is lower than the specified value and that contains a disulfide bond (Compound A) and a 
polymer which has a molecular weight exceeding the specified value, and is digested by enteric bacteria and/or 
undergoes softening, swelling or dissolution due to a decrease in pH (Polymer B) as inactive ingredients, and these 
inactive ingredients are combined with an active ingredient (C) to form a composition that disintegrates in the lower 
digestive tract, and (2) a pharmaceutical preparation that is selectively transported to the lower digestive tract after 
oral administration. However, none of the documents cited in the international search report describes an oral 
medicinal composition that contains both Compound A and Polymer B. 

2. Inventive Step 

This examination finds that the inventions set forth in Claims 1-14 appear to involve an inventive step with respect 
to documents 1-3 cited in the international search report. 

As stated in item 1 . above, the composition that disintegrates in the lower digestive tract and the pharmaceutical 
preparation (a molded, selective release system) that are set forth in Claims 1-14 are not described in documents 1-3 
cited in the international search report. This examination finds that persons skilled in the art cannot easily conceive 
of combining Compound A that has the specified partial structure of a disulfide bond with Polymer B which has 
been used in the past in drug delivery systems that target the colon and the like to obtain the selective release of 
active ingredient in the lower digestive tract. Furthermore, by adopting this constitution the inventions set forth in 
Claims 1-14 provide the advantage of selective disintegration in the lower digestive tract, which has been confirmed 
by the experimental results in Figs. 5-7 of the specification and the like. 

3. Industrial Applicability 

The fact that the inventions set forth in Claims 1-14 have industrial applicability is demonstrated by documents 1-3 
which disclose similar technology. 



Form PCT/ IPEA/409 (Box V) (July 1998) 



